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NRC FORM 483
(1:85)

N

REGISTRATION CERTIFICATE -- in vitro TESTING
WITH BYPRODUCT MATERIAL UNDER

GENERAL LICENSE

U. S. NUCLEAR REGULATORY COMMISSION

APPROVED BY OMB: NO. 31500038
EXPIRES 3-3196

ESTIMATED BURDEN PER RESPONSE TO COMPLY WITH
INFORMATION COLLECTION REQUEST: 7 MINUTES. THE VAU
REGISTRATION IS MANDATORY AND SERVES AS EVI
SUPPLIERS OF BYPRODUCT MATERIAL THAT THE REG!
ENTITLED TO RECEIVE THE BYPRODUCT MATERIAL.
COMMENTS REGARDING BURDEN ESTIMATE TO THE
AND RECORDS MANAGEMENT BRANCH (T-6 F33),
REGULATORY COMMISSION, W
THE PAPERWORK REDUCTION
MANAGEMENT AND BUDGET, WASH!

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, hospitals, and
veterinary medicine to possess certain small quantities of byproduct material for in vitro clinical or laboratory tests not invol\@g
administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of byproduct material

authorized until the physician, clinical laboratory, hospital, or veteriarian in the practice of vetennary medicine, has filed NRC Form 483 and received from the
Commlssron a validated copy of NRC Form 483 with a registration number.

1.

NAME AND ADDRESS OF APPLICANT (See Instruction 3.8. below)
A DYANTAGE Resenrath AssouhTss
2519 HARdenFIECH 77D

2. APPLICATION (Check one box only)

| hereby apply for a registration number pursuant to 10 CFR 31, Section

31.11, for use of byproduct materials for:

A. Myself, a duly licensed physaclan authorized to disperse drugs In

of NRC Form 483 will be retumed.)

B. Inthe box above, print or type the name, address (including ZIP
Code), and telephone number of the registrant physician, clinical
laboratory, hospital, or veterinarian in the practice of veterinary
medicine for whom or for which this registration form is filed.

—pc N'\IS&UK&A’. I\!J-OE’NO the practice of medicine.
o %] B. The above-named clinical laboratory.
TELEPHONE NUMBER (Include Area Code} : . ’ ‘1 C. The above named hosp“a[
' (&caﬂ\ L2 ‘ S @ o D. Veterinarian in the practice of veterinary medicine.
3. INSTRUCTIONS: 4. REGISTRATION
A. Submit this form in duplicate to REGISTRATI OI}QUMBER:
Medml Academic and Commercial Use o RE 2008
Safety Branch (T-8 F5) Qe TG
Division of Industrial and Medical Nuclear Safety FQ$ THE _?‘NUCLEAR REGULATORY COuiit ICS 100
Office of Nuclear Material Safety and Safeguards &Ny o
U.S. Nuclear Regulatory Commission hd Y 2
Washington, DC 20555-0001 % %3
| | 3 &
N (At NRC, a registration number will be assigned and a validated copy

Carolyn So¥le 7 llarch 6, 1997
(I this an initial registration, Ieave this space blank — number to be
assigned by NRC. If this is a change of information from & previously

registered general icense, include your registration number.)

8. If place of use is different from address listed above, give complete address:

6. CERTIFICATION

| hereby certify that.

A. Allinformation in this registration certificate is true and complete

B. The registrant has appropriate radiation measuring instruments 1o carry out the tests for which byproduct material will be used under the general

license of 10 CFR 31.11.
byproduct materials.

The tests wrll be performed onry by personnel oompeten’t |n the use of the instruments and in the handllng of the

C. | understand that Commission regulations require that any change in the information furnished by a registrant on this registration certificate be
reported to the Director of Nuclear Material Safety and Safeguards within 30 days from the effective date of such change

D | have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprinted on the reverse side of tms formy); and |
understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possasses uses,
or transfers under the general license for which this Registration Cerhﬁwte is filed with the U.S. Nuclear Regulatory Commission.

PRINTED OR TYPED NAME AND TITLE OF APPLICANT

"Nor pAN A FE/\/AUI’(_ ’rz.céu)cz\ﬂ—

SIGNATURE OF APPLICANT

?741./)7Lhu {gﬁ*

DATE

pal | a4l 97

VARNING: FALSE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT TO CIVIL AND/OR CRIMINAL

CCURATE IN ALL MATERIAL RESPECTS.

ENALTIES.

NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND
18 U.S.C. SECTION 1001 MAKES IT A CRIMINAL OFFENSE TO

MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE
UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION. '

" NRC FORM 483 (1-95)
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N o CONDlTlONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 . y
PR = = 5 . . . B P . . . — b
- 8 1-Genaeral license’ for use of byproduct materlals fer certain in selénium-75 and/or.iron 89 in bxcess of 200 microeuries. -~ ;.
vitro @ncal or laboratorv testing A o : ) (2) ;The. general hconsee shall atore the byproduct matenal unt ‘
N , ’ ' L © used! in the onglnal shapplng contalner ér i a tontainer provndmg\/
{a) AQneral license i reby issued 1o any physrcran Vveterinarian equivalent radiation protection. ' 1Y ;
in the pra of veterln medicine, clinical leboratory or hospital to (3) The general licensee shall use the byproduct material only for -
receive, acqu ssess, y@nsfer, or use, for any of the follawing stated -...the uses authorized by paragraph {a) of this section, 4

tests, in acoor Wit pravisions of paragraphs (b}, (c), (d), (e}, . . (4} The general licensee, shall not transfer, the byproduct matenaL 4
" and {f) of this n, he follewmg byproduct materials in prepack-~ . except by transfer to a person authonzed to recenve it by H license .
+ “aged units: g DR _+ pursuant ta this chapter or from an Agreement State r nor transfer the
Tt (1) lodme 125, in units rot, exceedlng 10 microcyries each. for use - . . byproduct materlal in any manner other. than in the unopened labeled !
in in vitro clinical or laboratory tests not involving internal or external shipping contamer as recewed from the Squ|IEI' ¢
: administration. of byproduct mat-anal or the radxatlon therefrom,_to.. . ... (B} The general l|censee shall dnspose of the Mock Iodme125
human beings of animals. -~ A . reference. or catibration. soufoss degeribed In paregraph {a)(7) of this
(2) lodine-131; in umts net eaoeedmg 10 mocrocunes each for usel section as required by § 20.301 of this chapter. M

in in vitro clinical or laboratory tests not invalving internal or external  ? (d) The general licensee shall not receive, acquire, possess, or use
“administration “of byproducf matenal ‘or the” radlatlon therefrom . byproduct material pursuant to paragraph (a) of this section: !

. to ‘human beings or ammals {1) Except as prepackaged units which are labeled in accordance :
s {3)- Carbon-14, in units not exceedmg 10 mrcrocunes each for use,.’« with the provisions of a specific license issued under the provisions of °

_iIn invitro clinical or laboratoty tests not involving internal or external *  § 32.71 of this chapter or in accordance with the provisions of a :
administration of byproduct materlal or. the radratlon theref(om : spec:flc license issued by an Agreement State ihat autharizes manufac- f
to human beings er animals. - : L ture and distribution of jodine-126, jodine-131, carbon-14, hydrogen-3 : .
(4) Hydrogen 3 (tritium), in units got exceedmg 50 microcuries {tritium), setenium-75, iren-58 or Mock lodine-125 for dlstrm to
sach for use In‘in'vitro clinical or laboratory tests not involving internat persons generally licensed by the Agreement State, -~ ¢ RARIN.
or externdl adminlstretion of,byproduct material, or the radiation {2) Uniess the following staterment,- or a substantially similar ;
therefrom, to human beings or animals. - statement which contains the information called for in the following !
i {5) Iron 59, in units not exceeding 20 microcuries each for use inin statement, appears on a javel dtfixed to sdch prepatkaged’ unit or ;
vitro clinical or laboratory tests not involving internal or external appears in a leaflet or brochure which- accompmles thé package:2
administration of byproduct material, or the radlatron therefrom w0 ? This radloactlve materral mav be recelved a"qurred possessed, and -
_'. human beings or animals, O o used only by ;Yhysmm vetdrinarians in- the proctlce of véterinary
% {6) Selenium-75, in units not exceeding 10 mlcrocuﬂl\u Baeh‘for use N medicine, clinical !aboratories or hospitals ‘and onlv for i vitré clinical :
£ in in vitro clinical or laboratory tests not involving internal or afternal . or laboratory tests not involving internal er external administration ¢
‘ administration of byproduct material, or the radiation therefrom, the matenal or the radlatlon therefrom, to human belngs or animal
to human beings or animals. [V S . 1s recetpt acquisition possessron use; and tramefer are subject to the
; (7) Mock lodine-125 reference or calibration seurces, in units not regulations and a general license of the U.S.'Nucléar Regulatory Com- !
. exceeding 0.05 microcurie of iodine-129 and 0.005 microcurie of . msss:on or of a State with which the Commission has entered into an :
americium-241, each for usg in in.vitro clinical or laboratory tests not agreement ‘for the exercise of regulatery authontv R R ‘
i involving |nternal .or. external administration of byproduet matenal or ; : B ";"‘ i LRCE 3-’ ot D 3
_ the radiation thesefrom, to human beings or animals. - e R A B D :
¥ . (b) A person shall not receive, acquire, possess, use or  iransfer e e s G e v ot i Gw .
_ - — = e =
byproduct material under the general license established by paragraph R 3 - Name of manufacturer:. 5 inylg., iqY _«);
{a) of this section unless that person: ;
(1) Has filed NRC Form 483, '‘Registration Certificate—In Vitro {e) The registrant possessing or using byproduct materials under the;
;" Testing-with Byproduct Material Under General License,”-with the - - general licenss of paragraph {a) of this section shall xgport in writing.to (
:—Director. of- Nuclear. Material Safety_and Safeguards, U.S. Nuclearj o thd, lﬁirector of_Nuclear Material Safety and Safeguards any_ changes:l
); Regulatory Commission, Washington, D.C. 20555, and received from in the information furnished by him in the “‘Registration Qertificate—ini 1
; the Commission a validated copy of NRC Form 483 with registration Vitro. TEstmg wrth Byproduct Material l.lnder General anense i NRC
i number assigned; or Form' 483, The' report shall be furnished within 36° days afteF ‘the @
; (2). Has -a- license -that. authorizes the medical use: of. byproduct L effectlve date of,such change 3 .
. matenal that was Issued under Part 35 of, this chapter | P (f)J Anv person usmg byproduct r:natenal pursuan)t to th general i
i {c) A person who receives, acquires, possesses or uses byproduct ' ‘license of paragraph (a) of this section is exemggt | from the regu}rements
material pursuant to the general license established by paragraph (a) of of Parts 19, 20 and 21 of this chapter with respect “to byproduct‘*l
- this section shall-epmply with the fallowing: . - : + i . materials. covered. hy that general license,- ~BXCepy. . that_such, persons }
{1) The general licensae shajl not. pOsssss at any ona time, pursuant . usmg the Mock lodme 125 descrlbed.r paragraph (a)(7) of (hls section -
! to the genera! license in paragraph {a) of this section, at any one loca- shall comply wnth the’ prov;snons of §20.301; 20,402 and 20.403 oft
| tion of«:tomga or-use, a total'amount of-jodine. 125, iodine 131, - sthisghapter,... - - - . .., , - a "
’ i e e A IPR R & Sl R b Rt s T A T : Nl 'l
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: 1 A State to whlcll certain regulatory authonty over rad:oactlve mat rial has been transferred by formal agreement pursuant to sectlon 274 of the!

Atomic Energy Act ot 1954, as amended.
.2Maserial generally licensed under this section prior to January 19, 1975 may bear labels authonzed by the regulatlons m effect on January 1,

kﬁl&.r- FOP A s oy ey R e

) . ,?A new trrplxzzate set of this Regnstratlon Certmcate NRC Form 483 ma 'be used to report anv change oflnformduon furms’hed by a reglstré

| “dvfaquiredby BFTEM(e: 1 JhE SR O A - el

TOYT IF Target guantities 6iother forms of byproduct matenql than t‘nose speclflad in ;he generar llcense of 10 CFR 31:11 gre xequired an“Applvca\/

- tlon for, Byproducet Matsrial, License,”;NRC Form 313 should be_filed to. obtain-a spacific byproduct material. Ilcense Comes of appllcatxon anq1
regxstratron forms may be obtained from the Medical, Academlc and Commerclal g{se Safety Branch (6H3) Duvislon of lndustrlal and ‘™M dlcal Nuclear :l

Safety, Umted States Nuclear Regulatory Commlsslon Washlngton DC Ji'Otl-aSB Laill . 5T TN T \T T CEIL lu P
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